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REMARKS 


Claims 1, 3-9 and 12-18 should be pending and under 
application. The Office Action acknowledges the pendancy of claim 1 
no such acknowledgement is provided as to claims 12-18, introduced in 
Amendment. Nor were claims 12-18 made the subject of any rejection, 
withdrawal of the present Office Action and issuance of a new Office 
all submitted claims is in order. It is believed, however, that such actioif 
as it is believed that the present response will point out with clarity 
12-1 8 should be passed to allowance. Prompt such action is thus reque: 


consideration in the 

iind 3-9; however, 
the last 

At a minimum, 
Alction addressing 
is unnecessary, 
that (claims 1,3-9 and 
ted. 


A single rejection is stated the Office Action, beginning at page B, second full 
paragraph. It is directed to claims 1 and 3-9, and is made under the p«v rtsions of 35 
U.S.C 103. The reference combination used in the rejection is "DougU s US Patent 
6,090,128 in view of Gregory US Patent 5,990,379". This rejection is ip error for the 
reasons discussed in sections I-IV below. 


I. The Independent Claims in the Rejection 


There are two independent claims in the rejection, claims 1 and 
claim 1 is directed to a stent graft comprising at least one stent having a 
a distal end and having a lumen extending therethrough between the 
ends. The stent graft includes a covering of collagen having an isolated 
matrix layer that becomes remodeled by host tissue secured to the at 
extending therealong between the proximal and distal ends. As claimed 
sleeve that initially has a length about equal to twice the length of the at 
A first portion of die sleeve extends along and complements inside 
one stent, and a second portion of the sleeve is folded back over a 
least one stent and then along an outside surface of the at least one stent 
thereof. The first portion and the second portion of the sleeve are 
distal end of the at least one stent 
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Independent claim 3 is directed to a stent graft comprising at le ist one stent 
having a proximal end and a distal end and having a lumen extending therethrough 
between the proximal and distal ends. The stent graft includes a covering of collagen 
having an isolated extracellular matrix layer that becomes remodeled b> host tissue 
secured to the at least one stent and extending therealong between the proximal and distal 
ends, wherein the covering is a sleeve that initially has a length about ec ual to twice the 
length of the at least one stent. A first portion of the sleeve extends aloi ig and 
complements inside surface of the at least one stent, and a second portion of the sleeve is 
folded back over a proximal end of the at least one stent and then along 
surface of the at least one stent to the distal end thereot The stent graft 
a plurality of stents connected together to form a stent ftame with lumerls of the 
respective stents coaligned to form a common continuous lumen extending from a distal 
stent frame end to a proximal stent frame end, and the covering extending therealong 
between the proximal and distal stent frame ends. 


an outside 
further comprises 


II The Applicable Law 

When rejecting claims under 35 U.S.C. § 103, "the Examiner 
of establishing a prima facie case of obviousness based upon the prior 
23 ILS.P.Q. 2d 1780, 1783 (Fed, Cir. 1992). 1 To establish a prima facie 
obviousness, the Examiner must provide objective evidence 1) of some 
motivation to combine or modify one or more prior art references, 2 2) 
combination or modification has a reasonable expectation of success, 3 
prior art reference or references, when combined, suggest or teach all o; 
limitations. MPEP § 2143. As held by the Federal Circuit, "[t]hese 


1 Citing InrePia^ckiandMBvers. 223 U.S.P.Q. 785. 787-88 {Fed. Cir. 1984), 

2 This motivation must be found in the references or within the body of knowledge 
person of ordinary skill in che art at the time applicant's invention was conceived, Sad 

5 "Both the suggestion and the reasonable expectation of success must be foujided 
not in the applicant's disclosure." InreVaeck. 20 U.S.P.Q. 2d 1438, 1442 (Fed Cir. 
Dow Chemical Co.. 5 U.S.P.Q. 2d 1529, 1531 (Fed. Cir. 1988)). 
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must be specific, clear, and particular." In re Lee, 61 U.S.P.Q. 2d 1430, 
Cir. 2002). "Broad conclusory statements regarding the teaching of mu 
standing alone, are not [considered sufficient] 'evidence' 4 " to support a 
facie obviousness. In re Dembiczak , 50 U.S.P.Q. 2d 1614, 1617 (Fed. 
also. Ex Parte Leveneood . 28 U.S.P.Q. 2d 1300, 1301 (Bd. Pat App. & 


1433-34 (Fed. 
tiple references, 
finding of prima 
(fcir. 1999); See 
Int. 1993). 


lltO 


Obviousness determinations must be performed without "entry 
but forbidden zone of hindsight.'" Pembiczak. 50 U.S.P.Q. 2d at 1616 
More specifically, in Pembiczak, the Federal Circuit offered the following guidance: 


the 'tempting 
Ted. Cir. 1999). 5 


[measuring a claimed invention against the standard established 
by section 103 requires the oft-difficult but critical step of castir g 
mind back to the time of invention, to consider the thinking of ope 
ordinary skill in the ait, guided only by the prior art references 
then-accepted wisdom in the field. ... 


aid 


Pembiczak, 50 U.S.P.A, 2d at 1617. 7 The best protection against the u£ 
rigorous application of the motivation to combine criterion, which 
facie obviousness determinations hinging on an objective finding of 
suggestion to combine or modify one or more prior art references. See. 
U.S.P.Q. 2d at 1617; In re Roufett. 47 U.S.P.Q. 2d 1453, 1457-58 (Fed. 


resuls 


sorie 


In the event the Examiner establishes a prima facie case of obviousness, 
applicants may submit rebuttal evidence to prove that the claim or 
After rebuttal evidence is submitted, "[r]egardless of whether the prima 
have been characterized as strong or weak, the examiner must consider 


J, 


S.P.Q. 2d 1129, 
to establish a 


4 McElrmirrv v. ArtamsM Power & Light Co. . 995 F.2d 1576, 1578, 27 
1 131 (Fed. Cir. 1993) ("Mete denials and conclusory statements, however, ate not sufficient i 
genuine issue of material fact.") [citation omitted]. 

5 Quoting Lnetite Corn, v. Ultraseal Ltd.. 228 U.S.P.Q. 90, 98 (Fed. Cir. 199?) (ftverruled on ftfoftr 

grounds). 

6 (citation omitted]. 

7 Citing C.ft. Bard. Inc. v. M3 Svs..lnc. 48 U.S.P.Q. 2d 1225, 1232 (Fed. 
"teaching or suggestion or motivation [to combine]" as an "essential evidentiary corapjonent < 

- obviousness holding.")). 
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evidence anew." In re Piasecki and Meyers , 223 U.S.P.Q. 785, 788 (Fe i. Cir. 1984). 
When evaluating rebuttal evidence, the Examiner must compare the clai med invention as 
a whole again$t the prior art references, rather than comparing components of the claimed 
invention to the prior ait. 8 Additionally, in evaluating the obviousness of a claimed 
invention, the Examiner must also consider "objective evidence or secondary 
considerations." MPEP § 2141. For example, advantages directly flowing from the 
claimed invention are proper support for finding nonobviousness. Preemption Devices* 


Inc. v. Minn. Mining and Mfg. Co. , 221 U.S.P.Q. 841, 844 (Fed. Cir. IS 84) (citing 
Graham et al. v. John Deere Co. of Kan. City . 148 U.S.P.Q. 459 (U.S. 1 966)). 

III. Analysis Of The Rejected Claims And References 

A Claims 1 and 3-9 are Nonobvious Under 35 U.S.C. § 103 &) Over Douglas 
(U.S. Pat. No. 6,090.128) in View of Gregory (US Pat No. 5,990.379), 


The stated rejection of claims 1 and 3-9 over the combination of|Douglas 
of Gregory fails to establish a prima facie case of obviousness. Such a 
an Examiner, among other things, provide objective evidence that when] combined, 
references relied upon suggest or teach all of Applicants' claim limitati4ns 
2143. These findings or evidence must be specific, clear and particular, 
U.SJP.Q, 2d at 1433-34. Broad conciusory statements regarding the tefching 
multiple references are not sufficient Dembiczak. 50 U.S.P.Q. 2d at 
fails to comply with these standards and is thus improper. 


In making this rejection, the Action acknowledges that the primary 
Douglas, "does not disclose a sleeve made of SIS". Page 3, third line 


8 "In its argument that the invention here is but making integral what had ear 
bolted pieces, Nortron seeks to limit the focus of inquiry to a structural difference 
then to show that that difference alone would have been obvious. That effort^ is 

statute, which requires that an invention be considered *ax a whole* " Sad. 

Cam., 218 U.S.P.Q, 69$, 700 (Fed. Cir. 1983). 
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After referencing the secondary Gregory reference, the Action bases thi s rejection upon 
the assertion that: 


It would have been obvious to one having ordinary skill 
time the invention was made to modify the material property 
Douglas reference with the SIS sleeve of the Gregory 
inhibit the migration of smooth muscle cells in the treateti 


n the art at the 
of the 
reference in order to 
area. 


: subm icosa 


However, the Gregory reference does not teach the use of a SIS (small i 
submucosa) sleeve* Instead, the Gregory reference teaches the use of ai t 
sleeve and never mentions small intestinal submucosa. On this point, i 
dependent claims 8-9 require the presence of "small intestine 
sleeve. Thus, the references do not teach all of the elements of these cliims 
independent claims 1 and 3 require the presence of "a covering of collagen 
isolated extraceDular matrix: layer that becomes remodeled by host 
rejection relies upon an assertion that the Gregory reference teaches s; 
submucosa as a covering material in order to meet this limitation. How 
above, the Gregory reference does not teach anything about small intestjuie 
Accordingly, for this reason alone, this rejection is unsupported as to 
all claims dependent thereon, encompassing claims 1 and 3-9. 


intestinal 


small 


Consistently, claims 12-18 submitted with the last Reply 
"a covering of collagen having an isolated extracellular matrix layei 
remodeled by host tissue", and claims 17-1 8 of this set require the 
intestine submucosal For at least those reasons discussed above in cc 
claims 1 and 3-9, it is submitted that claims 12-18 are also not taught or 
combination of Douglas and Gregory set forth in the Office Action, 
12-18 are directed to a stent graft device having "a stent frame defining 
lumen extending from a first end of said stent graft device to a second 
graft device". The primary Douglas reference, which is relied upon to 
frame/covering attachment aspects in the rejection of claims 1 and 3-9, 


elastin-based 
is noted that 
n in the 
, Further, 
having an 
tissue". The 
intestinal 
>ver, as noted 
submucosa. 
claims 1 and 3 and 


require] the presence of 
that becomes 
presence of "small 
nnection with 
suggested by the 
Moreover, claims 
only a single 
end of said stent 
teach 

iefines multiple 


Reply to Final Office Action Under 37 CFR LI 16 
Page 10 


CTO'd T892# 


3013.30 iHaiva anotfo hood 


mo:(ss-UJiu) NOIl^na « 6»60CKt8:G. MOTOiS/^^ «:t gOIZIIUi 1V0A3H • ZIM 39¥d 


Application/Control Number 09/849,044 
An Unit 3738 


lumens from one end to the other, directly contrasted to claims 12-18. Accordingly, 
allowance of claims 12-18 is solicited. 

IV. Response to Examiner's Remarks at Page 2 of the Office Action 


, ani 

i by 


s comments 


ttfae 


In the prior response, Applicants pointed out that the Examiner 1 
of the Gregory reference as disclosing a small intestine submucosa (SIS ) 
incorrect, because Gregory never discloses this material. Given this, 
that it was the supposed Gregory teaching of SIS that was relied upon 
meet the sleeve covering aspects of the claims, it was believed that it w<j>uld 
the rejection made was not properly supported. In the responsive 
the Office Action, the Examiner reasserts that the proposed combinatior 
establishes a prima facie case of obviousness. In doing so, the Examiner 
"Regarding the Gregory reference, the Examiner wants to clarify that 
claims don't disclose the use of SIS". However, it is submitted that 
address the issues under consideration. As a first point, in the previous 
Examiner had relied upon the supposed SIS teaching of Gregory to meet 
limitations of the independent claims. The independent claims req uire * 
collagen having an isolated extracellular matrix layer that becomes 
host tissue*. The Gregory reference fails to teach this feature, either b> 
or otherwise. There is absolutely no teaching in the Gregory reference 
extracellular matrix layers that remodel. As noted in the Declaration 
Hiles submitted with the last reply, remodelable materials are understoc d 
properties that balance degradation of the implanted material with new 
ingrowth to replace the implanted material as it is degraded. There is 
teaching of such features in any of the disclosures in Gregory. As a 
8-9, which were included in the rejection, do require the use of a coverihg 
comprising a smail intestine submucosa". It is thus difficult to understand 
failure of Gregory to disclose small intestine submucosa can continue fc 
in rejecting the claims over Douglas in view of Gregory. Moreover, the 
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2 of the Office Action cite col. 5, lines 36-48 of Gregory for asserted 
regard to potential covering materials. The passages set forth at this 
to confirm the points above: (1) Gregory does not teach the use 
as claimed in all claims; and (2) Gregory does not teach the use of smal 
submucosa as claimed in claims 8-9 (and submitted claims 17-18). 
rejection is in error and should be withdrawn. 


teachings with 
locjation only serve 
of rem<jdelable materials 
intestine 
Consequently* the 


Further, in the final paragraph at page 2 of the Office Action, the 
addresses the Declaration of Dr. Michael Hiles previously submitted. As 
for finding the Declaration as insufficient, the Examiner states that "the Applicant 1 
representative has not discloses [sic] factual evidence and has only disc 
opinion. While an opinion as to a legal conclusion is not entitled to any 
underlying basis for the opinion may be persuasive. In re Chilowsky, 
USPQ 515 (CCPA 1962)." If, after considering this response, the 
believe that the Declaration only states an opinion as to a legal conclusion, 
that the Examiner point out the specific passages thought to be legal conclusion, 


3)6 


i Examiner 


In fact, the Declaration provides discussion of technical aspects 
not legal conclusions. These technical aspects amplify the legal 
nonobviousness. In particular, as noted by Dr. Hiles: 


otier 


ends! will not 
means 


This] 


The use of such remodelable materials in stent grafts with the cl limed 
covering features presents significant advantages in device manufacture 
and use. When the ends of the claimed covering material are attached at 
the stent's distal end as in independent claim 1, the sutures or 
attachment means responsible for securing the loose sleeve 
need to be placed somewhere along the middle of the stents) 
that any attachments along the central portion of the device can 
eliminated or minimized. This can be beneficial because any " 
materials (such as sutures) that intemipt the remodelable material 
covering the stent(s) can initiate a foreign body response upon 
implantation in a patient. This foreign body response could havfe 
adverse impact upon the balanced graft resorption and tissue ingrowth 
the remodeling process. Further, where multiple connected stei 
in the stent graft structure as in independent claim 3, the sleeve tfovenng 
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extending over all of the connected stents provides the ability to 
encompass and cover the connected portions of the multiple scents 
including any materials such as filaments or other structures 
connection. Such filaments or other structures can also present 
bodies that could initiate a response that interferes with the desided, 
balanced remodeling function of the covering as it contacts bodi 
surfaces. This foreign body response can deleteriously affect or 
from the healing and remodeling process that is induced by the 
remodelable covering material. The ability to avoid or minimize 
body material at the stent's midpoint as enabled by the present 
can lead to more effective tissue ingrowth and remodeling. In addition, 
the case of a mulciple-stent graft structure (see independent clair 1 
sleeve 


This declaration by Dr. Hiles is confined to technical aspects 
invention, and advantages that can be provided thereby. Accordingly, i 
dismissed as legal conclusion. Further, if the Examiner has reason to 
of the technical aspects averred in the Declaration, it is requested that 
provide sound technical reasoning supporting the same. 


the 
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The technical aspects pointed out in Dr. Hiles* Declaration must be taken into 
account when considering the claimed invention as a whole. The use of a remodelable 
covering in the claimed configurations provides particular advantages to the stent graft 
device that are not disclosed or even hinted at in the references relied upon. Although 
not believed to be necessary to find die claimed invention nonobvious, these advantages 
provide further support to the patentability of the claims. 

Conclusion 

Claims 1 and 3-9 are not obvious over Douglas in view of Gregory, nor are 
previously submitted claims 12- 1 8. Withdrawal of the rejection of claii i$ 1 and 3-9 and 
passage of this application to allowance with claims 1, 3-9 and 12-18 arp solicited. 
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Date: Ce^-tlteoC, 


Respectfully Submitted, 

Dusan Pavcnik 
Josef Rosch 
Frederick Keller 



Richard J. Godle^, Reg, 
812-330-1824 
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